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TELEPnOm203-236-3Ca

April 17, 1997 I

Mr. JeremyM. Jones
Chief ExecutiveOfflccr/Chakman
Apria Healthcare&ollp, b.

3550 HylandAvenue
Costa Mesa, ~ifOdlt 92626

Ref. # - DEN-97-16

!0 Dear Mr. Jones:

,. .

I

Duringan inspectionof your firm, ApriaHealthcare,Inc., 4401McLcod Road, NE, SuiteC,
Albuquerque,NewMexico,on February3 through 10, 1997,InvestigatorCynthiaJim
determinedthat your fm transfillsliquidand compressedmedicaloxygen. Medical oxygenis
a drug as definedby section201(g)of the FederalFood, Drug, and CosmeticAct (the Act).
The abovestated inspectionrevealedthat your product, Oxygen,U.S.P., is adulteratedin that
the mntrols used for the manufacturing,processing,packing,or holdingof this productare
not in conformancewithcurrent goodmanufacturing practiceregulationsunder Title 21, W
~ (21 CFR), parts 210 and 211. Deviationsnotedduring the inspection
include,but are not limitedto the following:

1. [21 CFR 211.25]A failure to providesuticient GoodManufacturingPractice (GMP)
regulationtraining to personnelengagedin the manufacture,processing,packing, or
holdingof compressedmedicalgas productsto enablepersonnelto performthe assigned
functions. For example,a reviewof the followingrecordsrevcakd personnelwere not
consistentlyrecordingthe entries indicated:
A. OxygenPumpingLogs - the date, oxygenpurity reading,cylinder temperature

reading, cylinderpressure reading, liquidbatchnumber, fdl pressure reading,
completionof fallingand after fillingprocedures,serialnumberof cylinder tested,
size and quantityof cylindersfilled, time filled, numberof units rejected, numberof
labelsused, pumper’ssignature,and supervisorysignature,
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2.

3.

4.

B,

c.

D,

E.

Daily Route Sheet/Manifkstrecords - the date, lwation, unit number, driver
identification, liquid oxygen batch number, preflll checks, calibration of oxygen
analyzer, driver’s signature, auditing official’s signature, et al.
Oxygen Label Control Logs - the numberof labels used, type of label used, number
of labels on hand at end of day, name of personnel performing the tiction, and
auditing personnel’s signature.
Vendor Tested Product VerificationLogs - when bulk liquid oxygen deliveries were
made, vendor invoicddelivery ticket number, propeiilot number, vehicle number or
license plate number, oxygen purity percent, testing employee’s initials, witnessing
employee’s initials, and reviewer’s initials,
AnalyzerCalibration Logs - the analyur’s serial number, daily calibration, lot “
num6er of bulk oxygen purity tested; technician’sinitials, and-reviewingsupwisor’s
initials.

[21 CFR211. 192] “Afidlure to review and approve all drug product production and
control recor&, including those for labeling, to determinecompliancewith all btablished,
approved written procedures before a batch was released or distributed. For example,
A. The Analyzer Calibration Log indicatedthat supemisory personnel failed to
completely audit docments for the followingmonths: 9/%, 11/96, and 1/97.
B.
c.

D.

E.

The Oxygen Label Control Logs did not indicateany review.
Numerous Route Sheet/Manifestrecords, which lacked vital information, failed to
have tqervisory reviewhitials.
The Vendor Tested Product VerificationLog indicatedsupervisory reviewhitials on
a line with no entries between the dates 8/1/% and 8/12/96, and lacked supervisory
reviewhitials on the followingdates: 9/30/%, 11/21/96, 11/27/96, and 11/30/96.
The Oxygen Pumping Logs reviewed the followingLogs lacking supervisory review:
1. batch records in 09/96
20 batch records in 11/96
3. batch records in 12/96

[21 CFR 211.67(b)] A fdure to establish written procedures for cleaning and
maintaining the Model in that, (A) a legible copy of the manufacturer’s
user PWNMwas not made available to employees,and (B) operating procedures posted in
the fallingroom lacked instructions for completecalibration and maintenanceaccording to
the manufacturer’s guidelines.

[21 CFR 211.67(a)] A failure to clean, maintain, and sanitize the Model
which was placed in service about 1992or 1993, at appropriate intervals and in
accordance with established specificationsand procedures. For example:
A. The falterwas not checked on a weeklybasis or changed.
B. The analyzer zero was not checked afler the analyzer underwent a temperature change

of or more.
C. The drying tube was not checked for every calibration. puRGE~performed.
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5. [21 CFR 211,160(d)(4)]A failure to calibrate the, Model used in testing
bulk oxygen, alxi Model used in testing high
pressure cylimiersand oxygen c&centrator units. For example,
A. calibration was not performedaccordingto procedures, in that,

1. the Analyzer Calibration108did not indicatewhichbulk oxygen lot was tested,
2. the oxygen Delivery Log indicatsda delivery of bulk oxygen on 7/10/96, but

the Analyzer CalibrationLog did not documentcalibration was performed,and
3. oxygen lot # 3412006Cwith a Cext’flcateof Analysisdated 12/6/% WiIS

delivered to the firm, but the Analyrer CalibrationLog did not documentthat
calibration was pcrforrmd.

B. calibration was not documcnted on Daily Route Sheet/Manifestrecords.”
.

6. [21 CFR 211.165(a)] A failure to test at least one cylinder of each batch of high pressure
cylinders for identity and strength prior to release for distribution.

7. [21 CFR 211.165(c)] A failure to assuretheaccumcyandsensitivityof the test’methods
usedinthctesting andreleasc of batch=ofldghp~ cylinders in that the

usedinbatch testing hadana~yof %
ac&-Rtingto&e analyzer’s manual, but the rquimment for purity was %.

8. [21 CFR211. 192] A failure to review and approveproductionand control records prior
to release and distribution of drug Products. For e-pk

A.

B.

c.

D.

The Analyzer Calibrationb-g-indicated that the analyzerwas calibrated on the
followingSaturdaysand Su@ys even thoughcalibrationnever took place on
weekends. For example, the log indicatedcalibration tookplace on the following
weekeruldates: 91W%, 10/6/%, 10/12/%, 10127196,11/2/96, 11/2/96, 11/9/96,
11/30/%, 12/21/%, 1228/%, and 1/25/97.
No documentationwas fd to indicatethat ffling and post filling procedures were
performed on cylinder lot # 235%, rack#3.
The. Batchnumbers recorded on Route Sheet/Manifestrecords for July through
December 1996did not match the Batchnumberson the OxygenDelivery
Logs.
The Route Sheet/Manifestrecords for 12/96 failed to includedocumentationfor one
or more of the following: stop #, Arrive/Depart, #,

vessel pre-fill checks, analyzercalibration, Batch#, Hazardous
Material Manifest, driver signature, and/or auditedby initials.

9. [21 CFR211. 130]A failure to control labels and labeling. For example,
A.

B,
c.
D.

Records we~ not maintainedfor the receipt, examination,and acceptanceor rejection
of labels.
Access to labels stored in an unlocked filing cabinet was not controlled.
Quantitiesof labels issued, used, and returned were not always recorded.
Finished product labels were not alwaysverified as correct. puRGE~
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10.

11.

[21 CFR 211.82(b)] A failure to store drug product contaks ~ prevent mixups. For
example, empty, filled, tested, and untestedcylinders were observedcommh@d in the
filling room.

Labels did not always contain the followinginformation: [21 CFR 201.100] A statement
that Oxygen, USP was or was not producedby air-liquefaction,[21 CFR 201.100(b)(l)]
the statement “Caution: Federal law prohibitsdispensingwithoutprescription,” and [21
CFR 201.1] the name and place of businessof the manufmturer, packer, or distributor,

The above identificationof violationsis not intendedto be an all inclusivelist of deficiencies
at your facility. As Chief ExecutiveOfficerof this company, it is your responsibilityto aimre
adherencewith all requirementsof the GoodManufacturingRegulations, r“

At the coswlusionof the inspection InvestigatorCynthiaJim _ a written report of
observations(FDA 483) to Mr. WilliamE. Carpenter, AlbuquerqueBranchManag~r. A copy
of this report is enclosed for your reference.

You should take prompt action to mrect thesedeviations. Failure to promptlycorrect these
deviationsmay result h regulatory action, includingAzure or iqjmction, without fbrther
notice. Federal agencies are advisedof the issuwu of all warning letters so that they may
take this informationinto accountwhenconsideringthe award of contracts.

m We acknowledgereceipt of the responseto the Form FDA 483 dated February 19, 1997 from
Ruth Ann Ellison, Corporate Director of TQM/AccredhationaxxlLicensing. The response
appears to adequatelyaddrms our concerns. Your corrective actions will be evaluatedduring
our next scheduledinspection.

Please advise this office, in writing, within fifteen (15) workingdays after receipt of this
letter, of the specificactions you have taken to correct the violations. You may refer to Ms.
Ellison’sprevious letter, Your responseshould include: (1) each step that has or wtil be
taken to completelycorrect the current violationsand prevent the recurrence of similar
violations; (2) the time when correction will be completed;(3) any reason why the corrective
action is not completedwithin the responsetime; and (4) any documentationnecessaryto
indicatecorrection has been achieved. Your responseshouldbe directed to Mr. RussellW.
Gripp, ComplianceOffker, at the above address.

~@GE~

Sincerely,

&~---

District Director
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Enclosure

cc: Mr. William E, Carpenter
Branch Manager
4401 McLcod Road, NE, Me. C
Albuquerque, New Mexico 87109

cc: Ms. Ruth Ann Ellison
Corporate Director, TQM/Acmditation and Licensing
3560 Hyland Avenue
Costa Mesa, MO* 92626


